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DETAILED ACTION 

Receipt is acknowledged of amendments filed 10/07/2005. Claims 1,3-17, 19-20, 22, 
24-40, 51, 53-57, 59-64, 69-74 and 76 are pending application, of which claims 6-8 are 
withdrawn from further consideration pursuant to 37 CFR 1.142(b), as being drawn to a 
nonelected subject matter, there being no allowable generic or linking claim. Applicant timely 
traversed the restriction (election) requirement in the reply filed on 07/09/2001. 

All objections or rejections not repeated herein are hereby withdrawn. Where applicable, 
a response to Applicant's arguments is set forth immediately following the body of any objection 
or rejection set forth herein. This action is nonfinal. 

Continued Examination Under 37 CFR 1.114 
A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1 . 1 14, and the fee set forth in 37 CFR 1 .17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 06/22/2005 and subsequent amendments filed 
10/07/2005 are entered. Claims 1, 3-5, 9-17, 19-20, 22, 24-40, 51, 53-57, 59-64, 69-74 and 76 
are under consideration in this action. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 
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1. Claims 1, 3-5, 9-17, 19-20, 22, 24-40, 51, 53-57, 59-64, 69-74 and 76 are rejected 
under 35 U.S.C 112, first paragraph, as failing to comply with the written 
description requirement 

This is a new ground of rejection, but a response is included immediately following the 
body of the rejection, as Applicant provided arguments in the submission filed 6/22/2005. The 
claim(s) contains subject matter, which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. In particular independent claims 
1 and 51 (thus all dependent claims) are directed to a process for isolating nucleic acids, and 
recite the phrase "wherein the nucleic acids are immobilized on the top side of an non-siliceous 
surface [membrane] in the absence of a cationic detergent (emphasis added). The highlighted 
phrase is a specific negative limitation for which there is no implicit or explicit support in the 
specification. As such, said negative limitation constitutes impermissible New Matter, 

Response to Arguments 

Applicant's arguments have been fully considered but are not deemed persuasive. In 
particular, Applicant asserts that the specification provides support for the negative limitation - 
absence of a cationic detergent - because nowhere in the specification does Applicant include 
such a step or component in a method of isolating nucleic acids to a non-siliceous membrane, 
(e.g., Remarks, filed 6/22/2005, p. 17, last U). In support of said assertion, Applicant notes 
several cases that stand for the teaching that the claimed subject matter, including negative 
limitations, need not be described word-for-word in the disclosure. (Remarks, pp. 18-19). 
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First, as to the cited case law, it is correct to assert that literal support is not an absolute 
requirement where a claim is directed to a negative limitation, or any limitation for that matter. 
However, at minimum, there must be implicit support for a limitation. See MPEP § 2163 (I)(B). 
In other words, in the context of the instant claims, the specification as originally filed must 
convey clearly to those skilled in the art the information that Applicant seeks to claim, i.e., the 
method must exclude cationic detergents. Indeed, regarding adding limitations to claims, the 
MPEP provides: 

The subject matter of the claim need not be described literally (i.e., using the same terms 
or in haec verba) in order for the disclosure to satisfy the description requirement. 
[However], if a claim is amended to include subject matter, limitations, or terminology 
not present in the application as filed, involving a departure from, addition to, or deletion 
from the disclosure of the application as filed, the examiner should conclude that the 
claimed subject matter is not described in that application. See MPEP § 2163.02 

In the instant case, the based claims are amended so as to exclude cationic detergents 

(negative limitation). However, there is no literal or implicit support for the proposition that one 

should not utilize cationic detergents with non-siliceous membranes in practicing methods of 

isolating any nucleic acid molecule thereto. Put another way, that Applicant does not utilize 

cationic detergents does not automatically signal to one of ordinary skill in the art, that the 

disclosure suggests, implies or asserts that such cationic detergents should be excluded 

altogether in practicing the claimed methods (such as with a nylon membrane). Therefore, given 

the lack of sufficient support in the disclosure for said negative limitation, it is unclear why the 

artisan, upon reading the instant disclosure, would automatically be apprised of the fact that she 

should exclude any cationic detergent in practicing the claimed process, where the process 

encompasses any non-siliceous membrane (e.g., nylon membrane). 
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In any event, the disclosure lacks sufficient support, whether implied or explicit, so as to 
exclude all cationic detergents in practicing the claimed method. Thus the claims encompass 
impermissible New Matter. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S. C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S. C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

2. Claims 1, 3-5, 9-17, 19-20, 22, 24-40, 51, 53-57, 59-64, 69-74 and 76 rejected under 
35 U.S.C. 103(a) as being unpatentable over Ogawa et al. (EP 0431905 Al) and 
further in view of Pfister et al. (J. Biol. Chem. 1996; 271(3): 1687-94) and Boom et al. 
(US 5,234,809). 
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This is a new ground of rejection. However, Ogawa is of record as applied under 35 
U.S.C. §102 in the action mailed 12/23/2004. A response to Applicant's arguments is included 
immediately below. (Infra, Response to Arguments). However, it is noted that Applicant's basis 
for traversing the rejection over Ogawa in the Action mailed 12/23/2004 is grounded in Ogawa 
not explicitly teaching the step of immobilizing nucleic acids to the non-siliceous membrane in 
the presence of a salt and an alcohol (Remarks, filed 06/22/2005, p. 20, bottom). Thus it 
appears Applicant views the inclusion of a salt and a buffer (from the recited lists) as inventive 
embodiments. 

As amended the claims are directed to a process for isolating nucleic acids comprising 
steps of charging the topside of a two sided non-siliceous surface, where nucleic acids are 
immobilized on one side and released from the same side and where nucleic acids do not 
penetrate through or make contact with the opposing side of the non-siliceous surface. The 
immobilization is in the presence of a salt and an alcohol and in the absence of a cationic 
detergent. The releasing solution can be water, aqueous salt or buffer solution. 

Ogawa teaches a process for isolating DNA comprising applying a solution (triptone, 
NaCl and yeast extract) containing DNA and proteinase K to a membrane, which can be any 
commercially available membrane, for example polysulfone (non-siliceous), (e.g., col. 3, 11. 37- 
41). Ogawa teaches that washing with an appropriate buffer solution would increase yield, and 
gives TE-buffer as an example, (e.g., col. 3, 11. 45-50). Ogawa also teaches that DNA is released 
from the membrane using shaking in a volume of TE buffer, where the eluate is recovered by 
pipette (without penetration through the membrane or contract with opposing surface), (e.g., col. 
4, 11. 35-39). 
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Ogawa does not explicitly teach the step of immobilizing nucleic acids to the non- 
siliceous membrane in the presence of a salt and an alcohol However, the reference need not 
teach what is routinely practiced in the prior art. Indeed, utilizing salts such as guanidium 
isothiocynate, as well as including alcohol such as ethanol, was routinely practiced in the prior 
art in immobilizing nucleic acids (e.g., RNA) onto surfaces. 

For example, Pfister teaches that in order to purify nucleic acids (i.e., RNA) from culture 
the RNeasy® kit is utilized. The RNeasy® handbook teaches several protocols for isolating 
RNA from cell lysis, including adding buffer RLT (containing salt - guanidium isothiocynate; as 
in the instant Specification, p. 19, Example 3) and adding ethanol to clarified lysis, which 
mixture is subsequently added to RNeasy membrane. (RNeasy® Mini Handbook, May 1999: 1- 
12, at p. 8; available at <ww.umich.edu/-caparray/PDF/RNeasy.pdf>) 1 (last accessed 12/23/05; 
hereinafter Handbook), If it were contended that the Handbook is not analogous because the 
membrane utilized therein is siliceous, it is important to note that in methods of purifying nucleic 
acids, siliceous and non-siliceous membranes are often disclosed as supporting the same process 
- purifying nucleic acids - with the understanding that one of skill in the art will recognize that 
it would require nothing more than routine experimentation to optimize conditions relative to 
buffers or membranes. 

For example, Boom teaches methods of purifying nucleic acids using various buffers 
(columns 6-7). Further Boom teaches that the methods are suitable for various nucleic acids 
(e.g., RNA, dsDNA, ssDNA). (col. 8, 11. 15). 



1 This reference is merely provided to teach the steps that Pfister utilized. The copy of the handbook is dated 1999, 
but it is presumed that since the RNeasy® kit was use well before 1999, that the same instructions were provided in 
the kit utilized by Pfister. 
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However, most importantly, the reference teaches that various surfaces, including siliceous and 
non-siliceous (e.g., silica derivatives, latex, PVDF, nitrocellulose, Hybond-N), can be utilized in 
purifying nucleic acids, (e.g., col. 6, 11. 5-27). Thus the evidence in the art suggests that 
optimizing buffers and immobilizing surfaces constitutes nothing more than routine 
experimentation. As a result, Applicant's implicit assertion that employing a step of 
immobilizing nucleic acids to a non-siliceous surface in the presence of a salt and an alcohol, 
cannot be deemed nonobvious. 

As such, with the foregoing teachings and evidence, it would have been prima facie 
obvious to optimize the buffer conditions of Ogawa, so as to include salts and an alcohol, in 
practicing a method of purifying nucleic acids. One would have been motivated to optimize the 
buffer/membrane combinations, depending on the species of nucleic acids sought to be purified, 
given the broad limitation "nucleic acids" to which the base claims are directed. Further, given 
the level of skill in the art at the time of invention, there would have been a reasonable 
expectation of success in conducting routine experimentation to obtain optimum conditions for 
purifying a particular species of nucleic acid. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ramin (Ray) Akhavan whose telephone number is 571-272-0766. 
The examiner can normally be reached on Monday-Friday from 8:30-5:30. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Remy Yucel, Ph.D. can 
be reached on 571-272-0781. The fax phone number for the organization where this application 
or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Respectfully submitted, 

Ray Akhavan/ AU 1636 




